






















 

October 26, 2015 
 
Mr. Angelo J. Bellomo 
 Director of Environmental Health 
Los Angeles County Department of Public Health 
Sent via email to abellomo@ph.lacounty.gov and EPR@lacounty.gov  
 
Dear Mr. Bellomo: 
 
I am writing on behalf of the Pharmaceutical Research and Manufacturers of America (PhRMA) regarding the 
“Objective, Proposed Goals, and TAG Purpose” document released before the October 14 Technical Advisory 
Group Meeting. We appreciate the opportunity to participate in these meetings and provide comments on the 
Objectives below.  
 
PhRMA is a voluntary, nonprofit organization representing the country’s leading research-based pharmaceutical 
and biotechnology companies, which are devoted to inventing medicines that allow patients to lead longer, 
healthier, and more productive lives.  PhRMA companies are leading the way in the search for cures. Innovative 
medicines, such as those developed by PhRMA’s members, account for approximately 10 to 15% of the 
prescription medicines purchased in Los Angeles County – the rest are generic medicines. 
 
As discussed during both meetings, we again assert our significant and science-based concerns with an “Alameda-
like” ordinance. We also want to highlight the myriad complications associated with the disposal of unused 
medicines outside of the otherwise broadly recommended household trash method.  These complexities play a 
significant role in the establishment of a product take-back program and have resulted in an Alameda significantly 
limiting its program  – not to mention a significant and unnecessary price tag, which will raise the industry’s cost 
of doing business at a time when there is significant concern with the cost of healthcare in the United States.   
 
Below, please find our feedback on the document: 
 
1. Objective: Ensure all County residents have access to safe, convenient, and sustainably financed take-back 

options for properly disposing unwanted pharmaceutical and sharps waste. 

PhRMA Comments:  

• It is important to understand the regulatory and legal issues associated with such programs which will 
limit access to a take back program.   

o Drug take-back programs are regulated by the U.S. Drug Enforcement Administration (DEA) 
if they collect, or may reasonably be expected to collect, controlled substances.  

o DEA compliance is incumbent upon the take back program participants, not just its 
funders. In other words, it will be the kiosk host sites that must carefully evaluate how and to 
what degree they want to participate and comply with DEA regulations since, ultimately, the 
responsibility to ensure compliance and monitor operations falls upon them.  

o Hosting a kiosk carries a multitude of location-selection, security, logistical, and reporting 
obligations on the kiosk host himself – things that cannot be off-loaded on a program funder 
or coordinator.  This is a reality that Alameda simply chose to ignore under its Ordinance and 
now is forced to only have the program run at law enforcement locations.   

o Although PhRMA very much understands the pharmacy community’s very real  concerns 
with hosting kiosks, without robust participation from pharmacies, a drug and sharps take 
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back program will never be “convenient” because it will be limited to law enforcement 
locations that are already overwhelmed with this issue.  

2. Program Goals 

a. Promote extended producer responsibility principles which pertain to the proper management of 
products at the end of their useful life.   

• PhRMA Comments: Pharmaceuticals are unlike other products for which EPR programs are 
established.  Fundamentally, the goal of EPR is to reduce, recycle and reuse.  Medicines cannot be 
recycled by law.  Additionally, we encourage patients to take their medication as prescribed, which 
should result in minimal unused product, and to dispose of that medicine properly.  

b. These principles include but are not limited to: Creating a mechanism for shared logistical and 
financial responsibility for safe drug and sharp disposal programs   

• PhRMA Comments: PhRMA has expressed our desire to work with the County of educating patients 
on how to dispose of their unused medicines properly.  With respect to sharps, the State of California 
already requires our companies to post education about sharps disposal.  Proper disposal as outlined by 
PhRMA and our member companies will mitigate waste and reduce financial responsibility for 
everyone. Also, it should be noted that PhRMA’s members’ products require a prescription, and given 
this, patients are limited to buying branded, prescription drugs in the type and quantity that is right for 
them.  Any financial obligation should include all stakeholders in the medicine supply chain, as well 
as the County requesting any such program—especially since a special program for drug waste in 
not needed and will not achieve the County’s stated goals.  

c. These principles include but are not limited to: Ensuring convenience for the public  

• PhRMA Comments: As seen in Alameda, drug take back programs are severely limited because of the 
restrictions in place by the DEA regulation. Only law enforcement, pharmacies, hospitals and 
pharmaceutical manufacturers can register with the DEA to host kiosks on the site corresponding with 
the entity’s DEA registration. Pharmacies have signed up to participate in the Alameda program and the 
burden will continue to fall on law enforcement. The program is not operating as envisioned and is not 
meeting the County’s requirement that will likely be impossible to implement, for convenience.  

d. Develop a County program to administer mail-back programs and maintain collection receptacles, 
consistent with the Drug Enforcement Administration Disposal Act as stipulated within the framework 
of the Controlled Substances Act, and all other applicable Federal, State, and local laws and 
regulations.   

• PhRMA Comments: There are serious concerns about the high likelihood of diversion that could occur 
with drug mail-back programs.  Further, such a program is unquestionably the costliest and least 
efficient alternative. Currently, there are mechanisms in place to secure medicines in the supply chain 
moving from manufacturers to the patient, but a reverse system to secure medicines from the patients 
back through the mail does not exist.  For example, mail-back programs do not have a completely 
secure way to track medicines sent from the patient to a DEA-compliant facility.  It is reasonable to 
expect that drug take-back mailers would be targets for those wishing to divert medicines for misuse 
and abuse.  Additionally, DEA requires on-site and immediate destruction of mailed-back packages.  To 
our knowledge, there is no such certified facility in the US.  Finally, both of these proposed programs 
ignore the real goal underlying the idea of take-back: minimizing the possibilities that unused medicines 
meet an undesirable end.  Nothing suggests that consumers will actually use such programs, and, in 
fact, much evidence cuts in the opposite direction. 

 



 
 

3. Technical Advisory Group (TAG) Purpose: Facilitate a constructive dialogue regarding potential 
components of a draft ordinance with stakeholders who will be directly impacted by the ordinance and 
Receive feedback on best practices of EPR programs for unwanted pharmaceuticals and sharps waste from 
around the world, including within California.  

PhRMA Response: There are no best practices from existing programs in California. Alameda is significantly 
limited because of federal law and regulations and programs in other countries are not a good comparison 
given the vastly different health care delivery systems and federal and state governing law.  
• It is important to note the different laws governing return of controlled substances internationally.  In 

the U.S., a pharmacist cannot take-back a controlled medicine unless they are registered with the Drug 
Enforcement Agency (DEA) and they have established a wholly-compliant kiosk program under DEA’s 
take-back regulations.   

• If a pharmacy does not register, and a program similar to British Columbia’s (BC’s) is implemented, the 
pharmacist would have to individually screen each medicine being returned and only take back a non-
controlled medicine—such a task would increase a pharmacy’s costs by using pharmacist time to 
review each item being returned and reduce the amount of time they have to focus on patients.   

• The BC program notes in its 2008 report that expired medicines do not pose a serious threat to public 
health and the medicines returned under the program would not meet requirements for hazardous waste; 
whereas, in the United States, aggregated medicines from a drug take back program must be treated as 
hazardous waste.   

• The BC 2008 report also notes that pharmaceuticals are not significant by weight or volume to the 
waste stream [and is certainly not a significant volume of Los Angeles’ waste stream].   

 
As the County discusses the important public health issues of adherence to prescription drug medicines, secured 
disposal of unused medicines, and prescription drug abuse, the biopharmaceutical industry is committed to 
working with multiple stakeholders, including other entities in the drug supply chain, healthcare prescribers and 
pharmacists, to help address these issues, and we look forward to continue engaging with you to assess 
opportunities for you and the residents of your County. 
 
Sincerely, 
 
 
Marissa Watkins 
Director, State Advocacy 
The Pharmaceutical Research and Manufacturers of America 
 
Cc:  Health Deputy Jo-Ann Yanagimoto-Pinedo, Office of Supervisor Hilda Solis 

Senior Deputy for Healthcare Services Yolanda Vera, Office of Supervisor Mark Ridley-Thomas 
Health Deputy Elan Shultz, Office of Supervisor Sheila Kuehl 
Health Deputy Richard Espinosa, Supervisor Don Knabe 

 Senior Health Deputy Fred Leaf, Office of Supervisor Mike Antonovich 
 

 
 
 
 



 

October 12, 2015 
 
Mr. Angelo J. Bellomo 
 Director of Environmental Health 
Los Angeles County Department of Public Health 
Sent via email to abellomo@ph.lacounty.gov and EPR@lacounty.gov  
 
Dear Mr. Bellomo: 
 
I am writing on behalf of the Pharmaceutical Research and Manufacturers of America (PhRMA) 
regarding the stakeholder meeting on September 28.  During the meeting, the Departments noted that 
it is their intent to draft an ordinance requiring manufacturers of prescription and non-prescription 
drugs and sharps to develop a product stewardship take-back program.  Several issues were raised at 
the meeting about which we would like to provide additional information, including examples of 
Canadian take back programs and a mail back option.  We appreciate the opportunity to participate in 
these meetings and provide additional comments.   
 
PhRMA is a voluntary nonprofit organization representing the country’s leading research-based 
pharmaceutical and biotechnology companies, which are devoted to inventing medicines that allow 
patients to lead longer, healthier, and more productive lives.  PhRMA companies are leading the way in 
the search for cures. Innovative medicines, such as those developed by PhRMA’s members, account for 
approximately 10 to 15% of the prescription medicines filled in Los Angeles County – the rest are generic 
medicines. 
 
As discussed during the meeting, we again reassert our significant and science-based concerns with an 
“Alameda-like” ordinance.  We also want to highlight the myriad complications associated with the 
disposal of unused medicines outside of the otherwise broadly recommended household trash method.  
These complexities play a significant role in the establishment of such a product take-back program and 
have resulted in a severely limited program in Alameda – not to mention a significant and unnecessary 
price tag.   
 
In addition to the voluminous legal and regulatory hurdles associated with take-back programs, we also 
want to highlight for you the absolute dearth of scientific evidence linking both environmental impact 
and drug abuse to unwanted or unused prescription medicines.   I’ve summarized below the findings of 
three reports that I’ve attached to the email that includes this letter.  These studies include: 
 

1. Landfill Disposal of Unused Medicines Reduces Surface Water Releases: This publication finds 
that the disposal of unused medications in municipal solid waste landfills effectively eliminates 
the unused medicine contribution of active pharmaceutical ingredients to surface waters and 
that more than 99.9% of what is disposed of in landfills are permanently retained (e.g., 
medicines are not leaching out of landfills).  Lial Tischler, Mary Buzby, Douglas Finan, and 
Virginia L Cunningham in the Integrated Environmental Assessment and Management Journal  

2. Life Cycle Comparison of Environmental Emissions from Unused Pharmaceutical Disposal 
Options: This peer-reviewed publication finds that the overall carbon footprint of a take-back 
program is environmentally more harmful because of the environmental effects of the 
collection, shipping, and disposal of the collected medicines.  We raised this point at the 
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September 28 meeting because any drugs collected through either a state-wide program or 
county program would have to be shipped out-of-state to be incinerated in order to comply with 
federal law and regulations. Sherri Cook, Bryan VanDuinen, Nancy Love, and Steven Skerlos from 
the Department of Civil and Environmental Engineering, University of Michigan, Ann Arbor, 
Michigan in the Environmental Science & Technology Journal published by the American 
Chemical Society 

3. Effects of Human Pharmaceuticals on Aquatic Life: Next Steps: This peer-reviewed publication 
finds that although some active pharmaceutical ingredients have been measured in drinking 
water, the scientific consensus is that pharmaceuticals at the low levels detected in the 
environment do not pose an appreciable risk to human health.  It is important to remember that 
pharmaceuticals go through the Food and Drug Administration’s rigorous testing for human 
safety and standards for potential environmental impact are considered as part of the FDA 
application. Virginia Cunnigham, GlaxoSmithKline; Mary Buzby Merck and Co., Inc.; Thomas 
Hutchinson, AstraZeneca; Frank Mastrocco Pfizer, Inc.; Neil Parke, Eli Lilly and Co.; Nicholas 
Roden, Schering-Plough Corp.  in the Environmental Science & Technology Journal published by 
the American Chemical Society 

 
Importantly, the Food and Drug Administration (FDA) finds that “the main way drug residues enter 
water systems is by people taking medicines and then naturally passing them through their 
bodies…many drugs are not completely absorbed or metabolized by the body and can enter the 
environment after passing through wastewater treatment plants.  While FDA and the Environmental 
Protection Agency take the concerns of flushing certain medicines in the environment seriously, there 
has been no indication of environmental effects due to flushing.”1 
 
Differences between the British Columbia (BC) Program and U.S. Proposals 
 
During both the September 28 morning and afternoon meetings, the British Columbia program was 
raised as an example of a take-back program.  It is very important to note the different laws governing 
return of controlled substances in the two countries.  In the U.S., a pharmacist cannot take-back a 
controlled medicine unless they are registered with the Drug Enforcement Agency (DEA) and they have 
established a wholly-compliant kiosk program under DEA’s take-back regulations.  If a pharmacy does 
not register, and a program similar to British Columbia’s is implemented, the pharmacist would have to 
individually screen each medicine being returned and only take back a non-controlled medicine—such a 
task would increase costs by using pharmacist time to review each item being returned and reduce the 
amount of time they have to focus on patients.  Additionally, the program likely would not reduce drug 
abuse as controlled substances are the drugs most abused and would not be collected. 

 
The BC program notes in the 2008 report that expired medicines do not pose a serious threat to public 
health and the medicines returned under the program would not meet requirements for hazardous 
waste; whereas, in the United States, aggregated medicines from a drug take back program must be 
treated as hazardous waste.  The BC 2008 report also notes that pharmaceuticals are not significant by 
weight or volume to the waste stream. 
 

                                                           
1 Dr. Raanan Bloom, Ph.D. “How to Dispose of Unused Medicines” Food and Drug Administration  
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm101653.htm; 6/04/2015 

http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm101653.htm


 
 

Finally, and perhaps most importantly, the Canadian healthcare system in general is fundamentally 
different than the one in the United States.  The Drug Enforcement Agency and Environmental 
Protection Agency, along with a host of federal and state laws, govern the disposal of unused 
medication in the United States. Canada has a completely different set of rules and governance over 
unused medicines, making the comparison between the two countries imbalanced.  Additionally, as one 
can glean from the evidence in Alameda, which currently has absolutely no pharmacies participating in 
its program or anyone else willing to host a take-back kiosk, the Canadian healthcare model affords a 
different opportunity from governmental intervention. 
 
Mail-back Programs: Increased Risk of Diversion 
 
During the morning meeting, a participant raised the idea of requiring a mail-back program to return 
unused medicines.  PhRMA has serious concerns about the high likelihood of diversion that could occur 
with drug mail-back programs.  Further, such a program is unquestionably the costliest and least 
efficient alternative.  
 
Currently, there are mechanisms in place to secure medicines in the supply chain moving from 
manufacturers to the patient, but a reverse system to secure medicines from the patients back through 
the mail does not exist.  For example, mail-back programs do not have a completely secure way to track 
medicines sent from the patient to a DEA-compliant facility.  It is reasonable to expect that drug take-
back mailers would be targets for those wishing to divert medicines for misuse and abuse.  Additionally, 
DEA requires on-site and immediate destruction of mailed-back packages.  Presently our research has 
not identified such a certified facility in the US. 
 
Finally, both of these proposed programs ignore the real goal underlying the idea of take-back: 
minimizing the possibilities that unused medicines meet an undesirable end.  Nothing suggests that 
consumers will actually use such programs, and, in fact, much evidence cuts in the opposite direction. 
 
Instead we urge the County to consider meaningful, measurable and comprehensive mechanisms to 
educate consumers on how to safeguard medicines in the home, how to ensure patients are taking their 
medicines as prescribed – thereby significantly mitigating unused medicines in the first place – and how 
to safely and securely dispose of their truly unused medicines in the household trash. 
 
As the County discusses the important public health issues of adherence to prescription drug medicines, 
secured disposal of unused medicines, and prescription drug abuse, the biopharmaceutical industry is 
committed to working with multiple stakeholders, including other entities in the drug supply chain, 
healthcare prescribers and pharmacists, to help address these issues, and we look forward to continue 
engaging with you to assess opportunities for you and the residents of your County. 
 
Sincerely, 
 
 
Marissa Watkins 
Director, State Advocacy 
The Pharmaceutical Research and Manufacturers of America 
 
Cc:  Health Deputy Jo-Ann Yanagimoto-Pinedo, Office of Supervisor Hilda Solis 



 
 

Senior Deputy for Healthcare Services Yolanda Vera, Office of Supervisor Mark Ridley-Thomas 
Health Deputy Elan Shultz, Office of Supervisor Sheila Kuehl 
Health Deputy Richard Espinosa, Supervisor Don Knabe 

 Senior Health Deputy Fred Leaf, Office of Supervisor Mike Antonovich 
 

 
 














